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Application/Conlro! Number: 09/732,754 
Art Unit: 1644 

RnSPONSi: TO APPLICAN I 'S AMliNDMHNT 

1. Applicant's amendment. Hied 9/30/02 (Paper No. 17), is acknowledged. 
Claims 1-9, 15, 20-24 and 26-33 arc pending. 

2. Claims 1-9, 15, and 20-24 stand withdrawn from further consideration by the Examiner, 37 
C.F.R. S 1 .142(b) as being drawn to nonelcctcd inventions. 

3. Claims 26-33 are under consideration in the instant application. 

4. Applicam-s cancellation of Claims 10-14, 16-19 and 26 have obviated the previous ol^ections 
and rejections with respect to claims 10-14, 16-19 and 26. 

5. The ibllowing new grounds of rejection are necessitated by the amendment illcd on 9/30/02, 
paper No. 17. 

5. The Ibllowing is a quotation of the first P^r^S^^P'; ^"^ U S^^ 

n. .pcatir.,,,,,. shall co„n.„. a .r„u;, <l.sa;rnon „, ,l.e ; ' ' , I'™' , „, ,,,,/, M, „ ,s 

out Ills iinx'iUiaii. 

6 Clmms are re,ected under 35 U.S.C. 112, first paragraph, as containing subject matter 
th'clt was;ot-descrihed in the specificat.on n. such a way as to ^^^^^ ^^^1^^ 
in the relevant art that the inventor(s), at the tune the application was filed, had possession 
claimed invention. This is a New Matter rejection. 

The composition "consisting essentially of a lipopcplulcs having a sequence of LSA3-NRI1 
SEQ D N0:2), without ad uvant. capable orinducmg a mucosal protection m vivo aga, st a 
••maUnia infect ion" claimed in claim 26 and the composition "consistrng essentially ol a 

a departure from the specification and the claims as originally tiled. 

Annlic-infs amendment filed 9-30-02 does not point to the specification for support for the 

Sv :«:d lirlons -consisting essentially of and -malaria i-reetioif as r^^^^^^^^^^^ claims 

^6 and 30. Ilow^n er. the specification does not prox ide a clear support ol cons,^ ntg 

; s Jntiallv" and -malaria infection of. It is noted that the speeitieation on page . line 

d o ha the peptides were derived from malana lipid-tailed polypeptides. The instant 

d'm'no^lecite^^ which were not clearly disclosed in .he specit.eat.on and claims as 

oriuinallv filed. 
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7. Cla,ms 26-33 are rejected under 35 U.S.C. 1 1 2, firs. P^J-^-''^;;^ 
while bcin>. enabling for a composition compnsnig a lipoprotein ol SEQ ID NOS. 1-3 oi // 
• ndu t1o„ ofbolh B- and T-eell responses. dMI™^^^ 

^Z^ihM^^m^^m^ ' "'"'"''''^ nrotection i n vivo a^'ainst a malaria iiT lcclign 

one ep it ope B amino ac id seq uence, in clam 

.nm prisin. the composition of cl ami2(uiLdayn^^^ 
^:^Z:Zt:^:^..i.un. essentially of an>^ lipopnptides having a seguenc^ofSEQJPmJ. 

J .nn, pos,tioi f ^ieosal administra tion cMlsiimUhcMM 

mo" S connected, to make and use the invention con.mensurate in scope with these claims. 
Factors to be considered in determining whether 

the claimed invention are summarized In re Wands (8.8 F2d 731. 737. 8 l^SPQ2d 1400 14U4 
Fed Cir 1988)) The factors most relevant to this rejection are the scope of the claim, the 
mount of direction or guidance provided, the lack of sufficient working ^^^^^ .^^ 

unpredictability in the art and the amount of experimentation required to enable one ot skill in 

the art to practice the claimed invention. 

The specification disclosure is insufficient to enable one skilled in the art to practice the 
invention as broadly claimed without an undue amount of experimentation. 

Other than the specific SEQ ID NOS: 1-3 mentioned above for induction ofboth B- and T-ccll 
responses, the specification tails to provide any guidance as how to make "^""^ , 
composition consisting essentially of any lipoprotein "having a sequence of SEQ ID NOS^ o, 
3 X term "havinu" means that a compound can include additional amino acids on e th r oi 
Lh of 1 e N or C- temiini of given sequence. There is insufficient guidance as to which ammo 
re e whLin t^e lipoprottin. or the lipopeptide mentioned above can be deleted sub.nute 
and whether the resulting lipoprotein or lipopeptide would mamtain the function as SEQ ID 
NOS- - n'o ./ teach tL! the amino acid positions within the polypeptide/protein tha can 
To^era te chl^e such as conservative substitution or no substitution, addition or deletion which 

re cntical to maintain the protein's structure/function will -^-^ ^-'^^f f^f ^t'; 
1994 The Protein Folding Problem and Tertiary Structure Prediction, pp. 492-495). G vcn the 
lack oS^-fi i nt guidance and working examples, predicting what changes can be made to the 

io ac d sequence of SEQ ID NOS: 1-3 that after substitution, deletion, insertion and/or 
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unprediclable. //mc 7 /a/;c/ , lou u^rv . ,.,ti^rv the statute Since the amnio acid 



function. 



The «oal ofvaccnafon is the .nduction of crcula.ing specific antibod,cs t^P;*-;';;;^;^''- j';^^^^^^ 
r n -thp hver with ihc parasite. There is no sufficient guidance provided to assist one 



It 



antibodies. 



7^11 would take undue trials and errors to practice the claimed invention. 

0 n.im. 33 are rciected under 35 U.S.C. 1 12, first paragraph, as containing subject 
l^^Z^'^L^e^ in the specification ,n such a way as to -sona ly ^nvey to 
Te skilled in the relevant art that the invenlor(s). at the tune the application was tiled, had 
possession of the claimed invention. 

Applicant is in possession of SEQ ID NOS: 1-3 for the induction of B- and T- 
cell responses. 

Applicant is not in possession of any other composition consisting essentially of 
Appncani IS i q 2, without adjuvant, capable ol 

uid optionally at least one epitope B amino aeid sequence, m claim 27 any vacciK 
1 o sition L mucosal administration comprising the composition S;'^;^ ^ 

Ices a B and/or T cell response in vivo in the absence o an ^^^^^ ^ 

"omposition of claim 30, which induces a B and/or T cell response in vivo in the 
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absence ofan adjuvant u, claim 32. or any immunogenic composition comprising the 
composition of claim 30 in clami 33. 

The term ■■havinu" means that a compound can include additional amino acids on 
either or both ofthe N- or C- termini of given sequettce. Applicant has disclosed on y 
SEO ID NOS- 1-3- therefore, the skilled artisan cannot env,s,on all the co.i emplated 
ammo acui sequence possibilities recked m the tnstant claims. Consequent y, concept.on 

1, be achieved u.ltil a representative descnption ofthe structural and funcUonal 
p lerties ofthe claimed invent.on has occurred, regardless ot the complexity or 
implicty ofthe method. Adequate written descnphon requ.res "--^ J"" J"^';;; 
statement that it is part ofthe invention. See Fiers v. RcveL 25 USP02d 1601, 1606 
J AFC 1 993) The Guidehnes for the Examination of Patent Applicat.o.t Under the 35 
U S C 1 P Hi ""Written Description"" Requirement make clear that the written 
descnptio"ii requirement for a claimed genus may be satisfied through sufficcnt 
de r p ion of a representative number of species disclosure of relevant, ident. fy.ng 
cl ar c. ristics, i.e structure or other physical and or chemical properties, by tunct onal 

a a t istics coupled with a known or disclosed coiTclation between tunction and 
s rt re 0 by a combination of such identifying characteristics. sun,c,e.i. to show U.e 
ipS was In possession ofthe genus (Federal Register, Vol. 66. No. 4. pages 1099- 
1 1 1 1, Friday January 5. 20001. see especially page 1 106 3 column). 



Vas-Cath Inc. v. Mahurkar, 19 USPQ2d 1111. makes clear that "applicant must 
convey vv^^iVT^^i^i^^SiT^i^those skilled m the art that, as of the filing '^^^^^ 
he or she was in possession ofthe invemion. The invention is, lor purposes of the wntten 
scrip ton inquiry, whatever is now claimed."" (See page 1117.) he specit.ca Uon does 
no "crearl V aUow persons of ordinary skill in the an to recognize that [he or she) 
intiitl^ what is claimed.-" (See at page 1116 ). Consequemly App can - 

not in possession ofthe instant claimed invention. See yyyersiixoiCah^^ 
IjlyimdCo.43 USPQ2d 1398. 

Annlicant is directed to the Revised Interim Guidelines for the Examination of Patent 
Appl^c^ons Unclcr the 35 U.S.C. 11 2, 1 "Written Description" Requirement. Federal Register. 
Vol. 66, No. 4, pages 1099-1 1 1 1. Friday .lanuary 5. 2001. 
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, 0 The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that fom, the 
basis for the rejections under this section made m this Ollice action: 
A person shall be entitled to a patent unless - 

1 1 . Claims 26-33 arc rejected under 35 U.S.C. l()2(b) as being anticipated by Perla/a ct al (July 
1998). 

Perla/,a e, al teach a con,pos,tion comprising LS A 1 -.1 (the instant claimed SEQ ID NO: 3 ) 
and LSA-3 NRll (the instant claimed SEQ ID NO: 2) lipopept.dcs ,n PBS (the ci tnc 
document and page 3424, table 1 in particular), as recited m claims 26, 30. 2 and ^J- 
wherein the lipopeptide is tailed with a lipid component (page 3423. parag.aph 1 nght 
column in particular), as recited in claims 27 and 31. 

Perlaza c, aL further leach a vaccine composition oflipid-tailcd peptides injected m 
nlnosphate-buffered saline without an adjuvant were used to immunized monkeys ,in vivo o 
evefop an intmune response (page 3423, paragraph 1 right columt. in Vf^^^^^TL 
in claims ^8 and 32 The immune response was demonstrated by the induction of both B and 
T cell response to the peptides (page 3423, see the Abstract in particular). 

The reforence teachings anticipate the claimed invention. 



Applicant's arguments, tiled on 9-30-02, (Paper No. 1 7) have been fully considered but 

arc not persuasive. 

Applicant argues Perlaza ct al disclose the subcutaneous administration of a ;■ mixture of 
peptides ^, described in Table I" to elicit an immune response and hence antigen mixtures were 
ea ire o d Ct the aforementioned immune response and in so doing the mixture would clearly 
:n:.l affect or alter the basic and novel charactenstics ^^^^^^^^^ 
ar-ues that "Perlaza et al do not disclose or suggest that either SEQ ID N02 or SEQ ID N0.3 is 
; b e o ind mu a mucosal protection in vivo agains, a malaria infection". Applicant agues _ 
irra-tence ,o anticipate an invention, the reference "must teach every element ol the claim . 

As pointed previously and herein, Perlaza et al.. teach the lipopeptides of SEQ ID N0:2 
and 3 Applicant has not provided objective evidence to distinguish the pnor art lipopeptides 
IVom that encompassed by the claimed invention. A species reads on a genus. 

The claimed functional limitations would be inherent properties oflipopeptides because the 
pi-oduct used in the reference is the same as the claimed product 1 herelore ■■eap.^le o 
nducing a mucosal protection in vivo against a malaria mtecton is considered ml e.ci t 
propert.cs.. The tern" "consisting essentially of is open ended. I. would open up the claims 

lo include tiic reference mixture of peptides. 
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Products of identical chemical composit.on cannot have mutually exclusive properties. A 
chemiea co,^ os.tton and its properttes are mseparable. Therefore, if the prtor art teaches the 
■ l^'ca ehcmtcal structure, the properttes appHcant discloses and/or dant,s are ,jeeessar,ly 
presettt. InreSnada lS USPQ2d 1655, 1658 (Fed. C,r. 1990). See MPEP 21 12.01. 

Also as restated in the court >n MnsPoMo^yAMCQ- 51 LISPQ2d 1943 (Fed. C,r. 
,99? -itisans of ordinarv skill may not recognize the inherem eharacter.st.cs or lunet.on ng 
of the prior art .. However, the discovery of a previously unappreciated property of a Pnor art 
a, nos 1 of a sciemific explanation for the prior art's function.ng. does not render the old 
c Z 's i M^te b V new to the discoverer. ■• The Court further held that "this same reasontng 
S tme whal it is not a property but an tngred.ent which is inherently conta.ned ,n the pr.or 
art". 

12 No claim allowed 

, 3 Applicant's amendment necessitated the new ground(s) of '-ej;-'-;!-- "^^Z^^I^Zs 
action Aecordingly, THIS ACTION IS MADE FINA^. See MPhl 7()6.07(a). Applicant ,s 
reminded of the extension of time policy as set lorth m 37 CFR 1.1 j6(a). 

A shortened statutory period for reply to this l.nal action .s set o 
MONTHS from the mailing date of this action. In the event a first reply s filed withm TWO 
MONTHS of the mailing dtte of this final action and the advisory action ts not mailed until at er 
tl e e^id of the THREE-MONTH shortened statutory penod. then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to .7 
CT^R 1 136(a) will be calculated from the mailing date of the advisory action In no event. 
iov^Ji. will the statutory pertod for reply expire later than SIX MONTHS trom the date of this 
final action. 

1 4. Anv inquiry concerning this communication or earlier co"--n.catioi. from '1- "aminer ^ 
should be directed to Maher Haddad. whose telephone number ,s (703) 306-3472. The examinci 

n orm^ly be reached Monday to Friday from 8:00 to 4:30. A message may be lelt on the 
exan me voice mail service. If attempts to reach the examiner by telephone are unsueeess ul, 
1 e X 1 i e-Tsu misor. Christina Chan can be reached at (703) 308-3973. Any inquny of a 
e or ^dating to the status of this application should be du-eeted to the Technology 
Center 1600 receptionist whose telephone number is (703) 308-01 ^6. 

Papers related to this application ntay be submitted to Technology Center IWK) by la^ 
transmission Papers should be faxed to Technology Center 1600 via the PT 0 F-"^ C ^nt.r 
oca e Crysta Mall 1. The faxing of papers must confom, with the notice published in the 
OmcVi Gazeue l(i^^ 15. l'>8<»- TheCMl Fax Cemer telephone number is 

(703) 305-3014. 



/ 



Maher Haddad. Ph.D. ^ / 

Patent Examiner Jlji'l^-^^^ t^Av- 

Technology Center 1 600 CHF$ISTINA CHAN 

December 2, 2002 '»^ERV1S0RY PATENT EXAMrNER 

'^CHNOLOGY CEI^R 1600 



